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DETAILED ACTION 

The receipt of an After Final Amendment, filed 1 1/29/05 is acknowledged. 
Applicants have cancelled claims 1-15, 21, 23, 25 and 27 and amended claims 16 and 
18. Applicants submit that claims 16-18 and 22 are in condition for allowance. 

In the Office Action mailed 6/29/05, claims 16-17 and 22 were indicated as 
allowable. However, claim 17 was inadvertently and mistakenly indicated as allowable. 
Claim 17 has been previously rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement regarding recitation of the phrase "each 
step changing the promoter activity by 50%-100%". 

Applicants submit that claim 18 is in condition for allowance; however, claim 18 
has been previously rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement regarding recitation of the phrase "each step 
changing the activity by 50%-100%". Notation of the rejection of claim 18 was 
inadvertently excluded from the Office Action mailed 6/29/05. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 17 and 18 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The written description requirement for a genus may be satisfied by sufficient 
description of a representative number of species by actual reduction to practice or by 
disclosure of relevant identifying characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show that applicant was in possession of the claimed 
invention. The instant claims are drawn to a method wherein a plurality of promoter 
sequences is selected from the set of promoter sequences, said plurality of promoter 
sequences covering, in said selected microorganisms, a range of promoter activities for 
said gene, in steps, each step changing the promoter activity by 50-100%, and a 
method of controlling the expression of at least one gene product comprising changing 
the expression level of at least one gene comprising selecting a subset of promoter 
sequences suitable for optimizing the gene expression in a selected microorganism, 
sequences covering a range of promoter activities for the gene in small steps each step 
changing the activity by 50-100%. 

The claimed promoters can be derived from any source to drive expression of 
any gene in any microorganism. The set of promoters must drive expression of an 
operably linked gene to a particular range of any possible range of promoter activities. 
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Functionally, the set of promoters must cover the range of expression in steps of 50- 
100%. Thus, the rejected claims encompass an enormous genus of promoter sets that 
must meet very specific functional limitations (i.e. expression of a gene in a 
microorganism, in steps of 50-1 00% change in promoter activity levels). If one stipulates 
a single range of promoter activity for the claimed promoter set as from 1-100 
units/hour, one can cover the range in steps of -25 units/hour, -10 units/hour, -2 
units/hour, etc. Thus, for every range of promoter activity, one can traverse the range in 
steps of 50-100% changes in activity in many different ways. Each of these different 
ways of traversing a given range of activity is likely to involve a series of different 
promoter constructs, each set possessing a different collection of promoters having 
different changes in the promoter sequence/structure. 

There remains no structural/functional basis for one of skill in the art to envision 
such a broad range of promoter sets that retain the conserved sequences and satisfy 
the functional limitations of the claim with regard to step-wise increments in promoter 
activity among the members of the promoter set for the incredibly broad genus of such 
promoter sets. Therefore, one of skill in the art would not have been able to envision a 
representative number of specific promoter sets to describe the broad genus of 
promoter sets encompassed by the rejected claims. One of skill in the art would thus 
have reasonably concluded applicants were not in possession of the claimed invention. 
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Conclusion 

Claims 16 and 22 are allowable. 

The rejection of claims 17 and 18 are not new grounds of rejection since the 
rejections were made in a previous office action and are being reinstated here. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura McGillem whose telephone number is (571) 272- 
8783. The examiner can normally be reached on M-F 8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel can be reached on (571) 272-0781. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Laura McGillem, PhD 
12/15/2005 




